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DETAILED ACTION 

Applicants' arguments, filed 08/04/2008, have been fully considered. Rejections 
and/or objections not reiterated from previous office actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They 
constitute the complete set presently being applied to the instant application. 

Claim Rejections - 35 USC §112 

Claims 29, 35-37, 40-44, and 79-83 were rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention where the claims use the 
phrase "organic, nitrogen-containing preservative agent.". 

This rejection is maintained. 

Applicants assert the level of skill in the art is high, that specification when read 
as a whole provides sufficient guidance, and there is a relation between the partial 
structure and the function. 

In response, the Examiner points out that the class of compounds which are 
organic and contain a nitrogen is extensive. While the class is limited by the ability to act 
as a preservative agent, there is no limitation that links the organic and nitrogen 
compound to the ability to function as a preservative. Examiner agrees that the level of 
skill in the art is high, but the specification appears to teach of only a very limited 
number of compounds, such as polyquaterniums and poly biguanides. Even the 
secondary reference cited by Applicants does not use the same phrase when describing 
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antimicrobials, but instead lists specific compounds with known microbial activity. It is 
the Examiner's position that while a small class of known antimicrobials are disclosed, 
they are not sufficient in numbers to be representative of the larger class of organic, 
nitrogen-containing preservative agents which are claimed. 

Claim 37 was also rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention where the claim uses the trademarked term "Polymer 
JR". 

This rejection is maintained and it appears no response was received with 
regards to this rejection in the comments with a file date of 08/04/2008 or 08/19/2008. 

Claim Rejections - 35 USC § 103 
Claims 29, 35-37, and 40-44 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Cini et al (US 5,130,298) in view of Ellis et al (US 5,872,086). 

Applicants discussed the range of zinc in the prior 102 rejection as being below 
the required amount and correctly pointed out that the list of preservatives did not 
contain a preservative which was an organic, nitrogen-containing preservative. With 
regards to the similar 103 rejection, Applicants assert there is no motivation to choose 
specific polymers where only the generic "polymer for adjusting viscosity" is taught. 

Examiner is now modifying the original rejection to include claims 29 and 40-44 
where it appears the range disclosed in Cini et al was miscalculated. Additionally, the 
rejection is converted to a 103 where the Examiner misconstrued the preservatives 
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disclosed in Cini et al and a secondary reference is now relied upon in rejection of that 
limitation. 

Cini et al was previously discussed in the action dated 06/05/2008. Additional 
reasoning and repsonses to Applicants' comments are noted below. 

Examiner first would like to note in reference to the Cini et al calculation on page 
6 of Applicant's remarks dated 08/04/2008, that Applicatnt's calculation is based on the 
assumption that 10mM of zinc is used. Yet as previously stated, Cini et al suggests the 
range may include 5mM - 10mM of zinc. Therefore, where 10mM of zinc results in 0.065 
wt%, it appears a doages of 5 mM of zinc would result in half that value or 0.0325 wt%, 
which reads on the instantly claimed range. 

Second, with regard to the desire to pick a specific polymer, KSR does not 
require an explicit statement of motivation to be obvious. Instead, one of ordinary skill in 
the art would find it obvious to choose a known polymer, such as disclosed in the 
secondary reference, that adjusts viscosity in ophthalmic compositions, as suggested in 
the primary reference, where both compositions have similar components, and the 
polymer is used for the very same purpose, to adjust the viscosity. Sinclair & Carroll 
Co. v. Interchemical, Corp., 325 U.S. 327, 65 USPQ 297 (1945). 

Third, Ellis et al teaches preferred antimicrobial agents as preservatives, which 
include polyhexamethylene biguanide. As with the polymer selection, it would be 
obvious to one of ordinary skill in the art to substitute a known antimicrobial 
agent/preservative useful in similar composition into the generic class of preservatives 
of Cini et al. 
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Finally, it is assume that Applicant's argument with regard to the motivation in 
Cini et al is intended to differentiate the instantly claimed composition from the teaching 
of Cini et al, it is noted that the claims are directed to a composition. Therefore, the 
motivation to combine the components is immaterial where resulting obviousness 
analysis makes the instantly claimed composition obvious for other reasons. 

Claims 79-80 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cini et al (US 5,1 30,298) in view of Bergamini et al (US 5,597,560). 

Cini et al is discussed previously in the rejection dated 06/05/2008, which 
included the teaching of a buffer. 

Cini et al does not disclose the buffers tris(hydroxymethyl)aminomethane (TRIS), 
amino alcohol and any one mixture thereof. 

Bergamini et al teaches pharmaceutically acceptable eye solutions which are 
buffered using tris(hydroxymethyl)aminomethane (claim 86) where the pH range is 
intended to be between about pH 7.0 to pH 9.0. 

Bergamini does not disclose the addition of zinc. 

It would have been obvious to one of ordinary skill in the art to substitute a known 
buffer agent used previously in ophthalmic compositions for the buffer agent of the 
composition of Cini et al, where both share the same function. Sinclair & Carroll Co. v. 
Interchemical, Corp., 325 U.S. 327, 65 USPQ 297 (1945). 
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Claims 81-83 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cini et al (US 5,1 30,298) in view of Asgharian (US 6,31 6,506). 
Cini et al was discussed previously and above. 

Cini et al does not disclose the addition of hydroxypropyl guar triammonium 
chloride. 

Asgharian teaches the use of hydroxypropyl guar in ophthalmic solutions at a 
ragne of 0.1-1.0% w/vas a means of gelling, or changing the viscosity (claims 1, 5 and 
6). 

Asgharian does not teach the addition of zinc or the other components instantly 
claimed. 

It would have been obvious to one of ordinary skill in the art to use a gelling 
agent used previously in ophthalmic compositions to modify the viscosity of the 
composition of Cini et al. Sinclair & Carroll Co. v. Interchemical, Corp., 325 U.S. 327, 
65 USPQ 297 (1945). 

Conclusion 

No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin Packard whose telephone number is 571-270- 
3440. The examiner can normally be reached on M-R 8-5 EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Benjamin Packard/ 
Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



